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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragi'aphs of 35 U.S. C. 102 that forni the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubh cation in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-22 and 27 aie rejected under 35 U.S.C. 102(b) as being anticipated by Sogai'd et 
al. (U.S. Patent No. 6,139,573). Sogai'd et al. discloses all of the following regarding claim 1: a 
composite device for delivery of bioactive agents associated therewith to a site of implantation of 
said device comprising: a first polymeric liner (14, col. 9, lines 59-63); a second polymeric liner 
(19; col. iO, lines 28-30); an intermediate structural- member (10) interposed between said first 
and said second polymeric liners, said intermediate structural member being defined by solid 
segments (17) and openings (15) therebetween such that the first liner is bonded to the second 
liner (col. 7, lines 56-59) through said openings to form at least one pocket adjacent to said solid 
segments (33); and a bioactive agent filled within said pocket adjacent to said solid segments of 
said intermediate structural member (col. 9, lines 25-37). The examiner is inteipreting this 
citation to indicate that the bioactive agent or the drug could be located in, and thus filling the 
pocket (33) located between the solid segment (17) and the polymer liners (14 and/or 19), as it is 
disclosed in the reference that the drugs may be coated on the polymeric liners (14 and/or 19) 
and the on the anchoring material (17) used in the stent. This application would place the drugs 
in the pocket indicated above. (Figures 6, 9) 
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Regai'ding claim 2, see the disclosures in claim 1 above, and Figure 6 regarding the 
cylindrical tubulai* body with an inner and opposed outer surface. 

Regarding claim 3, Sogai'd et al. discloses the following: said first (14) and said second 
(19) liners are adheringly joined at a location substantially coextensive with said inner surface of 
said tubulai* body (20) (col. 3, lines 28-31; Figure 6). 

Regarding claim 4, Sogard et al. discloses the following: the device wherein said solid 
stent segments include opposed inner and outer segment surfaces defining said inner and outer 
surfaces of said tubular body and opposed side segment surfaces between said inner and outer 
segment surfaces (Figure 6). 

Regarding claim 5, Sogard et al. discloses the following: the device wherein said second 
liner (19) is conformed to at least a portion of said side segment surfaces (Figure 6). 

Regarding claim 6, Sogard et al. discloses the following: the device wherein said first 
polymeric liner (14) is positioned about said inner surface of said tubular body (10) (Figure 6). 

Regarding claim 7, Sogaid et al. discloses the following: the device wherein said second 
polymeric liner (19) is positioned about said outer surface of said tubular body (10) (Figure 6). 

Regai'ding claim 8, Sogai'd et al. discloses the following: the device wherein said first 
liner defines a fluid contacting luminal surface (col. 3, lines 61-64). 

Sogai*d et al. discloses the bioactive agents in claim 9 in col. 9, lines 25-37. 

Regai'ding claim 10, Sogard et al. discloses the following: the device wherein said solid 
segments of said inteiTnediate structural member are foreign bodies (17), forming said pockets 
(33) between said first (14) and second (19) liners thereabout (Figure 9). 
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Regaiding claim 11, Sogai'd et al. discloses the following: the device wherein said 
bioactive agents filled within said pocket are encapsulated in a polymeric matrix (col. 9, lines 33- 
37). 

Regarding claim 12, Sogard et al. discloses the following: the device wherein said 
polymeric matrix containing said bioactive agent is a microparticle, microfiber, or microfibril 
(col 9, lines 33-37). 

Regai'ding claim 13, Sogard et al. discloses the following: the device wherein said first 
liner and said second liner are independently selected fi*om the group consisting of synthetic 
polymer, natural polymer or a combination thereof (col. 5, lines 9-14). It should be noted that 
this claim describes three possible options for the polymer substances described, and that the 
examiner only needs to find at least one of synthetic polymer, natural polymer or a combination 
thereof 

Regarding claim 14, Sogard et al. discloses the following: the device wherein at least one 
of said first or said second liners is porous (col. 11, lines 24-28). 

Sogard et al discloses the synthetic polymers in claim 15 in col 5, lines 9-14. 

Regaiding claim 16, Sogaid et al discloses the following: the device wherein said 
synthetic polymer is ePTFE (col 5, lines 9-14). 

Regarding claim 17, because the natural polymers were not claimed as a necessity in 
claim 13, the limitations of claim 17 do not have to be considered. 

Regarding claim 18, Sogard et al discloses the following: the device wherein said 
natural polymer and said synthetic polymer are biostable or bioabsorbable polymers (col. 5, lines 
46-49). 
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Regarding claim 19, Sogard et al. discloses the following: the device wherein said stent 
is a biocompatible metal (col. 9, lines 18-20). 

Regarding claim 20, Sogard et al. discloses the following: the device wherein said 
biocompatible metal is selected from the gi oup consisting of stainless steel, platinum, gold, 
nitinol, tantalum, and alloys thereof (col. 9, lines 18-20). 

Regarding claim 21, Sogard et al. discloses the following: the device wherein said first 
and second liners are of ePTFE (col. 5, lines 9-14). 

Regarding claim 22, Sogard et al. discloses the following: the device wherein the 
porosity of said first liner is different from the porosity of said second liner (col. 11, lines 24-28). 

Regarding claim 27, Sogard et al discloses the following: a composite intraluminal 
device for deliveiy of bioactive agents associated therewith to a site of implantation of said 
device comprising: an elongate stent having generally cylindrical tubular body (10) defined by 
soHd segments (17) and openings (15) between said solid segments, said tubulai* body defining 
an inner surface (11) and an opposed outer surface (13); a first polymeric liner (14; col. 9, lines 
59-63) positioned about said inner surface of said tubulai' body; a second polymeric liner (19; 
col. 10, lines 28-30) positioned about said outer surface of said tubular body; and second 
polymeric liner being joined to said first liner through said stent openings (col 7, lines 56-59) to 
fonn at least one pocket (33) adjacent to said solid segments (17), said pocket being defined by 
said first (14) and second (19) liners and said solid segments (17); and a bioactive agent filled 
within said pocket adjacent to said solid segments of said intermediate sti uctural member (col9, 
lines 25-37; Figures 1, 6, 9). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 23-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sogard et 
al. in view of Lentz et al. (U.S. Patent No, 6,428,571). Sogai'd et al. discloses the invention 
substantially as claimed, but it does not specify the intemodal distance of the ePTFE covers. 
Lentz et al. teaches in col. 4, lines 38-48, the methods of manufacturing ePTFE with intemodal 
distances of less than 40 microns for greater radial strength, those with an intemodal distance 
gi'eater than 40 microns for long teim patency. Therefore it would have been obvious to one of 
ordinary skill in the ait at the time the invention was made to use intemodal distances less than 
40 microns for radial strength and greater than 40 microns for long term patency. 

Response to Arguments 

Applicant's arguments filed 12/22/2006 have been fully considered but they are not 
persuasive. Applicant amended language in claims 1 and 27 to indicate that the bioactive 
material fills the pocket of the device. As described above, the examiner is interpreting this 
citation to indicate that the bioactive agent or the drug could be located in, and thus filling the 
pocket (33) located between the solid segment (17) and the polymer liners (14 and/or 19), as it is 
disclosed in the reference that the di ugs may be coated on the polymeric liners (14 and/or 19) 
and the on the anchoring material (17) used in the stent. This application would place the dmgs 
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in the pocket indicated above. All other dependent claims aie rejected for the reasons cited 
above. 

Conclusion 

THIS ACTION IS MADE FBVAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi'om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutoiy period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated fi-om the mailing date of the advisory action. In no event, 
however, will the statutoiy period for reply expire later than SIX MONTHS fiom the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications fi'om the 
examiner should be directed to Ann Schillinger whose telephone number is (571) 272-6652. The 
examiner can normally be reached on Mon. thru Fri. 9 a.m. to 4 p.m.. 

If attempts to reach the examiner by telephone ai'e unsuccessful, the examiner's 
supervisor, Conine McDermott can be reached on (571) 272-4754. The fax phone number for 
the organization where this apphcation or proceeding is assigned is 571-273-8300. 
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